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CHAPTER 8. Documentation of Informed Consent

8.1 Written Consent Required
Informed consent shall be documented by the use of a written consent form approved by the IRB, and signed and
dated by the subject or the subject's legally authorized representative. The PI shall keep the original signed consent
for at least 3 years after the completion or termination of the research protocol; and a copy shall be given to the
person signing the form. The PI must make the signed consent form available to the IRB for inspection and copying.

8.2 The Consent Form May Be Either of the Following
8.2.1 A written consent document containing the elements of informed consent required in chapter 7 of this NPR.
This form may be read to the subject or the subject's legally authorized representative, but in all instances, the PI
shall give either the subject or the representative adequate opportunity to read, understand, ask questions, and
consult with additional experts if so desired before it is signed.

8.2.2 A "short form" written consent document stating that the elements of informed consent required in chapter 7
has been presented orally to the subject, or the subject's legally authorized representative. When this method is
used, there shall be an independent witness to the oral presentation. Also, the IRB shall approve a written summary
of that which is to be said to the subject or the representative. Only the "short form" itself is to be signed by the
subject or the representative. However, the witness shall sign both the "short form" and a copy of the summary. The
person actually obtaining the consent shall sign a copy of the summary. A copy of the summary shall be given to the
subject or the representative, in addition to a copy of the "short form."
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